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BACKGROUND: Hepatotoxicity is a frequent cause of interruption of antiretroviral therapy especially 
in IDUs co-infected with HCV. We have measured the incidence of hepatotoxicity in IDUs receiving 
HAART and its effect on treatment outcome and compared these parameters to those measured on non-
IDUs.

METHODS: HIV-infected IDUs and non-IDUs initiating nevirapine-based HAART (along with 2 
NRTIs) as the first NNRTI-based regimen were included in this retrospective, comparative study. ALT 
and AST levels were evaluated at baseline and at months 1, 3, 6, 9 & 12, hepatotoxicity being defined as 
a single value > 5× ULN (grade 3 or 4 toxicity).

RESULTS: A total of 162 subjects (80 IDUs, 54 males; 82 non-IDUs, 76 males) were included in the 
analysis. At entry, 32% of patients were drug-naïve, with 94% IDUs and 30% non-IDUs being HCV-
positive. Grade 3/4 ALT and AST elevations at any time point were 11% and 13% in IDUs and 13% and 
9% in non-IDUs, respectively (p>0.05 for all comparisons). Cumulative treatment discontinuation rate at 
month 12 due to hepatotoxicity was 9% in IDUs and 9% in non-IDUs with no deaths due to hepatic 
failure registered during this period. Using a Cox Proportional Hazard model, > grade 2 hepatotoxic 
events were associated with HCVinfection (HR=9.0, 95% CI: 2.5-33.3, p<0.001), being naïve to HIV 
therapy (HR=3.7, 95% CI: 1.5-9.2, p=0.005), and having baseline ALT >ULN (HR=3.8, 95% CI: 1.0-
13.5, p=0.04). When adjusting for these risk factors, IDUs were less likely to experience grade 3/4 
hepatotoxicity (HR=0.2, 95% CI: 0.07-0.57, p=0.002).



CONCLUSIONS: Clinically significant hepatotoxicity occurred in 15% IDUs and 15% non-IDUs. 
HCV-infection, being naïve to HAART and abnormal baseline ALT were associated with higher risk of 
hepatotoxicity. Application of these criteria will allow us to define a population of IDUs and non-IDUs 
in whom nevirapine-based therapy can be safely prescribed.

2006-08-13 
WePE0176

Copyright © 2006 - International AIDS Society (IAS). All information and content relating to the abstracts from the 16th International 
AIDS Conference, such as text, graphics, logos, button icons, images, audio clips, and software is protected by copyright. Permission is 
hereby granted for the non-commercial use or reproduction of the information on this web site, provided that the use of such information 
is accompanied by an acknowledgement that IAS is the source of the information and the name of the author of the article.

AEGiS is a 501c(3) not-for-profit organization made possible through unrestricted grants from Boehringer Ingelheim, Bridgestone/
Firestone Charitable Trust, Bristol-Myers Squibb Company, Elton John AIDS Foundation, GlaxoSmithKline, the National Library of 
Medicine, Roche / Trimeris, and donations from users like you. Always watch for outdated information. This article first appeared in 
2006. This material is designed to support, not replace, the relationship that exists between you and your doctor.

AEGiS presents published material, reprinted with permission and neither endorses nor opposes any material. All information contained 
on this website, including information relating to health conditions, products, and treatments, is for informational purposes only. It is 
often presented in summary or aggregate form. It is not meant to be a substitute for the advice provided by your own physician or other 
medical professionals. Always discuss treatment options with a doctor who specializes in treating HIV.

Copyright ©1980, 2006. AEGiS. All materials appearing on AEGiS are protected by copyright as a collective work or compilation 
under U.S. copyright and other laws and are the property of AEGiS, or the party credited as the provider of the content. Permission is 
hereby granted for the non-commercial use or reproduction of the information herein, provided that the use of such information is 
accompanied by an acknowledgement that IAS is the source of the information and the name of the author of the article.

http://www.iasociety.org/
file:///about/bi.html
http://www.bridgestoneamericas.com/news/newsarchive_2003.asp?id=2003/030204b
http://www.bridgestoneamericas.com/news/newsarchive_2003.asp?id=2003/030204b
http://www.bms.com/landing/data/index.html
http://www.ejafuk.com/
http://www.gsk.com/
http://www.nlm.nih.gov/
http://www.nlm.nih.gov/
http://www.roche.com/
https://secure.groundspring.org/dn/index.php?aid=1874

	Local Disk
	file:///V|/inetpub/wwwroot/Conferences/IAC/2006/wepe0176.html


